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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I )□ Responsive to communication(s) filed on . 
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10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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Art Unit: 1642 

Re: Walsh, K. 

Date of priority: 10-02-1998 

Upon review and reconsideration, this case has been re-opened for prosecution on the merits. 
Claims 1-5 are pending. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1-6 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

The claims are drawn to a method for treating myocardial infarction comprising 
administering to a subject in need of such treatment an "Akt" molecule. The specification defines 
(page 7) an "Akt" molecule as embracing both Akt nucleic acids and Akt polypeptides. In 
reference to an Akt nucleic acid, the specification teaches (page 7) that an Akt nucleic acid refers 
to a nucleic acid molecule which hybridizes under stringent conditions to a nucleic acid having 
the sequence of SEQ ID NO: 1 and codes for an Akt polypeptide. The specification further 
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teaches that Akt nucleic acids include homologs and alleles of a nucleic acid having the sequence 
of SEQ ID NO: 1, as well as functionally equivalent fragments, variants, and analogs. The 
specification further teaches (page 16) that Akt polypeptides include the preferred wild-type 
(SEQ ID NO: 2), but also include functionally equivalent variants, and analogs of SEQ ID NO: 2. 
Thus, the claims broadly encompass a genus of Akt molecules. However, the written description 
in this case only sets forth one species of an Akt molecule represented by SEQ ID NO: 1 and 2. 
Therefore the written description is not commensurate in scope with the claims which read on 
allelic variants of SEQ ID NO. 1 or 2. 

To provide adequate written description and evidence of possession of a claimed genus, 
the specification must provide sufficient distinguishing identifying characteristics of the genus. 
Some of the factual considerations that are weighed when determining a written description 
include the level of skill and knowledge in the art, the disclosure of complete or partial 
structures, the disclosure of physical and or chemical properties, adequate disclosure of the 
functional characteristics, the correlation between structure and function, and disclosure of 
methods of making. In this case, the only factor present in the claim(s) is reference to a genus of 
Akt molecules. Further, there is no identification of any particular portion of the structure that 
must be conserved. Accordingly, in the absence of sufficient recitation of distinguishing 
identifying characteristics, the specification does not provide adequate written description of the 
claimed genus. 

Vas-Cath Inc. v. Mahurkar, 19USPQ2d 1111, clearly states "applicant must convey with 
reasonable clarity to those skilled in the art that, as of the filing date sought, he or she was in 
possession of the invention. The invention is, for purposes of the Written description' inquiry, 
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whatever is now claimed." (See page 1117.) The specification does not "clearly allow persons of 
ordinary skill in the art to recognize that [he or she] invented what is claimed." (See Vas-Cath at 
page 1116). As discussed above, the skilled artisan cannot envision the detailed chemical 
structure of the encompassed genus of polypeptides, and therefore conception is not achieved 
until reduction to practice has occurred, regardless of the complexity or simplicity of the method 
of isolation. Adequate written description requires more than a mere statement that it is part of 
the invention and reference to a potential method of isolating it. The compound itself is required. 
See Fiers v. Revel, 25 USPQ2d 1601 at 1606 (CAFC 1993) md Amgen Inc. v. Chugai 
Pharmaceutical Co. Ltd., 18 USPQ2d 1016. 

One cannot describe what one has not conceived. See Fiddes v. Baird, 30 USPQ2d 1481 
at 1483. In Fiddes, claims directed to mammalian FGF's were found to be unpatentable due to 
lack of written description for that broad class. The specification provided only the bovine 
sequence. 

Therefore, only SEQ ID NO: 1 or 2, but not the full breadth of the claim meets the written 
description provision of 35 U.S.C. §112, first paragraph. Applicant is reminded that Vas-Cath 
makes clear that the written description provision of 35 U.S.C. §1 12 is severable from its 
enablement provision (see page 1115). 

Claims 1-6 are rejected under 35 U.S.C. 1 12, first paragraph, because the specification, 
while being enabling for: 

A method of treating a subject for myocardial infarction, comprising the step of: 
administering to the subject in need of such treatment a composition comprising a replication- 
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defective adenovirus comprising a polynucleotide, wherein said composition is administered 
acutely into the apical and anterolateral free wall of the heart, wherein said polynucleotide 
comprises a nucleotide sequence that encodes an Akt polypeptide, operatively linked to a 
promoter to promote expression of the Akt polypeptide in cardiomyocytes, wherein the Akt 
polypeptide comprises: the amino acid sequence of SEQ ID NO: 2. 

—does not reasonably provide enablement for the broadly claimed invention. The 
specification does not enable any person skilled in the art to which it pertains, or with which it is 
most nearly connected, to practive the invention commensurate in scope with these claims. 

Factors to be considered in determining whether undue experimentation is required, are 
summarized in In re Wands, 858 F.2d 731, 737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988). There 
are many factors to be considered when determining whether there is sufficient evidence to 
support a determination that a disclosure does not satisfy the enablement requirement and 
whether any necessary experimentation is "undue." These factors include, but are not limited to: 

the breadth of the claims, the nature of the invention, the state of the prior art, the level of 
one of ordinary skill, the level of predictability in the art, the amount of direction provided by the 
inventor, the existence of working examples, and the quantity of experimentation needed to 
make or use the invention based on the content of the disclosure. See also Ex parte Forman, 230 
USPQ546(BPAI 1986). 

The claims are broadly drawn to a method for treating myocardial infarction comprising 
administering to a subject in need of such treatment an Akt molecule in an amount effective to 
inhibit cardiac tissue necrosis. 
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The specification teaches (page 7) that an " Akt" molecule includes both Akt nucleic acids 
and Akt polypeptides. Thus, the claims are broadly inclusive of treating myocardial infarctions 
via gene therapy or by simply administering any Akt polypeptide or nucleic acid in any manner. 

However, one cannot extrapolate the teachings of the specification to the scope of the 
claims because applicant has not enabled all of these types of modified Akt proteins and nucleic 
acids for the treatment of myocardial infarctions. Those of skill in the art of gene therapy 
recognize that such therapy is highly unpredictable. For example, Crystal, R. (Science, Vol. 270, 
1995, pages 404-410) teaches (page 409) that there are many obstacles to successful human gene 
therapy including inconsistent results, studies in experimental animals are not predictive in 
humans, and vector production problems. Further, Anderson, W. (Nature, 1998, Vol. 392, pages 
25-30) teaches that although gene therapy as a treatment for disease holds great promise, 
progress in developing effective clinical protocols has been slow. Anderson adds that the 
problem lies in the development of safe and efficient gene-delivery systems. And, although the 
specification teaches that adenoviral vectors were used in the delivery, the claims are not limited 
to any specific delivery protocol, vector system, or delivery locale. Reasonable correlation must 
exist between the scope of the claims and scope of enablement. Thus, as written, and according 
to the art of record, it would be unpredictable that the claimed method would function as broadly 
claimed. 



No claim is allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gary B. Nickol Ph.D. whose telephone number is 571-272-0835. 
The examiner can normally be reached on M-Th, 8:30-5:30; alternate Fri., 8:30-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jeffrey Siew can be reached on 571-272-0787. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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